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@ immunologlcai magsnt compommn and its use in tti^ determinallQo of chiamycljai ar gonocooGal 
antigens. 

O. An ImrrymolomM reagent composition k useful for -the determination of chiamvdlai or gonccocaai an^gens 
extra^d from :^hs respective -organisms in S biological, spocimem His particularly user^ji for l;he d.aterrrim<ii:^n 
^H^rv^vc^fe^ 1f?^rhomatfs Neis^ens qonorrhoeae. The compositjor compnses an antibody to a shlamydisl or 
§1^5^[^iHti^^ irS:iiIBbdy^^ blocking prolein.:havi?^g a pi fro:T:-..4 to ?./as.d an 

: aniphotenc .sur?aa?int prasant in an amount of at lea3t. G,00:1 weight percent. 
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T^is nresent iswsntion m&s to an immunoiogfesl reagsnt composition u^sfui in th« detsrmlnsti&i of : 
ch^amvdiai «r gonococcsi organism* in * biotog^ca! spedmen. in psrtiouiar, this invention re^atss is a 
coSi^n inSuding a chlAydlal cr gonccocoai antibody or ^Sfiti-antibodv. a bioci^inc protean ana an 

5, • immunoassays hays: i^en used in raosnt ysars to detect me presence ot mMs ...>.^^- . . >^ 
■ for tim assav tc: be usofui. it .riust detect a pM^ orgamsm mn a h.sn Oegree or rgm.=.tv. ..-';-t 
case. t.. ;e.uires i3omt(o..a..:.r^^. of^ 
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aafibodi«r>or the t8.^t OGfrsfflaa-iiaily sucosssfu!, it siso heeds te bs rsietivsiy 

^""SSIS o^anisr. wi^ich can be d«d im«^y i. m^^^^^^^^J^^^O^ 
iraciiomatis) which is one of two micfobiai species si tns genua ^.n;:smyo,ac8ai, ordar — f^|'^^J^^-_^ 
i?ra-ir?7.0fe strains of this spssies wiiich am the causes or a n^^mDsr or numan ocuiar^ou^m^ 
diseases iflCiuding ^achoma, inclusion conjundivitis. iynnpbogrsnuioma vanamum. nongonoco<^o^i ur^..u^ 
and oroctitis. infeiion from G. trachon.aSa ia perya^^^ ir> ths asn^rai popuiafcon so ^M :^mm^(i .n.t 
rniiisGfis Qf ogsss each vsar of nongdrsococcal ursthriSs afoffe, 
' Gonc'-h*s ?s a -lissas©: usiiaiiv trsnst^ilted by s«xyaf contact cat'ssC oy a mctenum at the S^j^^ssnfe 
.0.0-. "^J^^aiiv R Go norrhoeae 'Tha disease piagued n)ankind for thousands of ysars. and aithoy^^ 
^.bictics iT..e h^i^cHS^ it sM persist, in .p1der.ic^roco,%n. ^^f^P^^--^^^-:^^- 

Tn^ imp«-rf?ric6 of dsteoiion -and ireatmsnt erf this organism is wsti rscogm^cS. K i^lMiM ^ 
iacimica are aiso species qf consicierabienisdicat and 

B^^ i ."^^ o^ the widespr^sd nalure of tfsss© dbeases. there in conssderabt© interest !« Ymfm s rapsa, 
sir«oie"?S"«{iabSo test for dstecticn at chismydisi and gonGcoccal orgsf^isms, Considerabie fsssarch ^a^ 
bsen carried, cut to rind usefui vvays to «)Ctract dstectabis antigen tram ciiianydsal organisms. _ _ 

Assays for C. traoiicmalis and N. gonorrh oaae carded cut using £ so«d support are descr=Dea .n u^. 

o«^anism snd soaing it on a bsre soiid stipport. The coated anSgen Ss thsn aetsctea wrtn euher cn^ ^r 
annbodies. one of v^hich is suitsbiy iafaeied. The criiicaf fsature <3f trse asssys sppears to bs trie ase or a 
soiid support fo^ a«achms.Tt y^hiob is «r*«ated or oncoated with any r^atsriai. Attachment os; am^sn is 
^Doarer^tiy achieved by ioc^bafir^g the co^ed support for ah emended me sutmmat to cause ^^monji. 
^iqen the^^on. The entire assay described In U.S. Patent 4,437,889 t^^s at least 3 hou^ to perrorm. 

^h me pfsotioe of these kamn assays, eriismyciai or gonococcai arstibodies (of anu-arshboGies) era us«d 
ih compositions including a nooionic and hohml Humah mrm^^TM mrjnM hunnan f ^^^^^ 

to reduce cr "block'' nonsDscific interaction of the antibodies to th^iSGlro support. :Ho5«sver. u^^ cf tu»& 
maferiai to reduce, such fntstaclione has disedvantagss. nsmei^' tiie cost ol normat nmm^ .1^ 
vafiablSity in quality 2r^d the harmlyl paff^oger^s it fhay contain. M improved "blcci^ing" .soiutson (#: mgm 
dasirabis for a nurnher of reasons. , . ^, 

Ths orobiems noted above are oyersome with ^ irsjrounoiogica! feagsnt cont)pos:»on usetav >cr ^ne 
d8*ermifiatibtt of s Ghiamydia! or gonccDCca! anfigers comprising ah :5mgbody to a chsamysial of 9onocGcc&:. 
afittns>r or an antibody to tha chiamyds^^^^^ 

1- comoosi^ien charactehssd as iutthsr comprisit^g a ndnimmunoi^icai isiockiog protein having a: pt from 4 
to 7 and Sivsmohctsrio surfactaat present in an amount ef at ieast 0.001 weignt paresnr,. 
A method for ths dsterminjtfion of a ehiarnydial or gonococcai sniigsn comprises: 

3k nohtaotinQ chfam^^diai: oraonooeccai antigen extractsd irom a specixnen suspsctsd: of containing 
chiarr^vdisi or aonococcai orgfinisms. respeotiveiy, with the immunoiogicai reagent oprnposi^on oescnbsd 
jsjjpvs so as to'form ars: irrsmunosogicai eGiripie:x of ths antigsrt and sntiljody: 

.B r^ior -to. simuitsficdusiy with or .scbseqysnt to the compiex formation, rnsolmtuzmg, sm&f Of 
of tn^ ^-nt^'-^sn or antibody on s soiid stioport so ss form: s bouod imi^unoiogteai compisx, 

C. soparatiRC ui^Gompiexed ma-enais frona Sia bdwd^^^^^ _ 

D. dst«srrnining the press-nse of the i^oyrid oompisx as: an indfcstioti pt ihs amouot or: eh{a.ctr/o=ai or 
qoooGocoai brg^ism^ in th© specimen. . . , ... , 

Ths assay of ti^^s inventtoh is rapid, r^iiable and simple to bss. For exampte. rt can p« oarr^ea ooi m 
^han Sn mlnutos ^ rGom ijsm^eraturo. St is highly rgfiabio for detecting extrsctsd-chtsmydtai anrsgon 

huoh as fmm C. tm chomatis ). and particiiiarty the ifpoppiysaocharide antigen, ft can aiso be useP to raoiciy 

and ssnsstivsifi^t a Qonococca! arrtigsn (euots as from WEfES^)^ 
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.<«<,<.v is ,!lidri[y sensitivs. oshovvs lew background, and noRspgcilia jmsractlcas betwe^sn antibodlss 
SPG ths sofsd suDDdil 'ussa itvfee assay srs gmstiy mlnMzsf^- 'Hiss© advgi^lagss ars achfevsd sn §10 
pfessnt ff^variScn ffom ths use of an imniunoiogJcai reagent cGmposition wnlcii inciiidss a: cJ^^airiyclm! or 
!$af5ccoc62! arstlbody icr antS-antsocdy), a noniiTimunGiogiaSi biocking protsln #ifch has a pJ-Of tern 4 to, 7, 
irsd an amphotsric surfsctant in the amount as' 3t ieast 0-001 weight percent. 

The pr-sssnt invention is a method for :s5st$f5rstning ifis presence af C. traghcsriags :(or o?^er efiiamydiai 
sosc!SS),' sr the pressnce of N. gof^orrhoeae {or other gonocaccai spacses) in a biofegissi specirthsn which 
ba-^ bs«p obtainsd from- a ^,gt^' iili^"^' sirfttWe medicsi or diagnostic: isGhniques. Suci^ specimens 
inciuds. ior sxampis, swa& spsctntsns obt^nsd fj-om the esr^rfx. ursti^ra, throat or anus of s psSert. srsd 
bedv tlsMds such as syrioviai iiuid or fiuid from iasions. Th« bioiogicai specimens so obtained are ^uspsctsd 
Ofcsntainii^g :cf)larnydiai or gonecccca) prganfems ^•vhiGh comprise Uis; chlzmyd'ai or ga'^ococcai afiSgen {or 

mh^B merm m !i^^rmin^, ^, . 

While ths assay can bs carrisd oyt to dstsci ansigsnic sitss of whois Ghismydiai or gonocoecaj cs^^a. st 
is ysiiaify dasirafoie to extract tiis antigans from the orgafiisras in order to increase assay ssnsiivity. 
'4 ^?nds«l ti;hniQU8S can be used Ibr ivsirig ths organism to reisas® antsgsn ir^ciudsn^, for ©xarnpis, soivent 
dHatiort or l^tqh' pH ivsing soiotiens, anaym® treatment and pinysissi aQitatjon suci^ as sofiicalion or 
r^ntn^ugatioorHeatirsq is deseriijed as a i^sing teciiniqus ir) £r-A-Q ISS 383, Ttis Os^ ef antois da^ar gants 
orsaits sucivas sOdiOm dadacyi suifata arid dsoxycholais is described In U.S. Patents 4,497,:S8S, 4:,437>SQ0 
and 4,063,291 , 

" a preforrsri smijodirr^ont, iiie present Irtvantion can bs used to datsct the chiamydiai iipdjSGiysacs' 
eharide:{ciiycono!d grouo) amiaso (ss described, for exarnpis. In EP-A-0 1 S3 431), Extraction precedurso ars 
aiao described' tWrain. in anoihar errsbodin^snt, th? deteotad ar^tigsn san m the ci^iamydiai rr.ajor ooter 
membratve protaitt of ths oroar^fem which cotriprises dQ% of tbe ietai associated outer mamorsf:© protein, 
TOs antigen and m«thoOs ^ eKtraotion ars descrii^ed in U.S. Patent 4,427,7B2. in some, instartc^s,. a 
mixtura of thss© ctiiamydiai arstigaRS wiU ba detsctod usioQ trte prsssnt invention, in stsH otr>Sf ombqdi- 
ments, the invsntior, Is asad fo detect one or ttjora gonococcM antigaos (}A or IB pfotains);, or mtJ^tursa a? 
:=ai|i9Sns from individual Qonocoecaf stratns^ . ^. 

A orafarrad axtraotton composition corn prises an aicoho ismsr!© or sait thereof and v.m mn pn (si ie«a*. 
• Farther ds^is of -arfs preWsd eompositiofj are prDylciad baiow in relation to tiTo oxampis. 

in addition, it may i3a de^iraNa to use a proteaso irs tha sxtraotion prccsdura to igroak down protesos, 

whoia blood or rnuoQUS. 

©nrs antifien is oxtractsd from tha orgsnism, it is desirabie, aiiiioogn not asseo«ai, tnat <na ^p«.u..^f. 
bs orofiitsred" to farrsova cei! dadna. panicuista. nosttar and other unwantsd matsriass poor so ?rsr.nar 
handlinq. Preiiifering can bs carded out in a soitabis ooptainar having a fiiter of soma lypa. 

•4« Extraction can be oarriod cut in any suitable coritainar, inoiuding davices speoialiy dssjgnad tor 
ftsiractiOTJ df antigari. Usafui dovioes ara^to^ , . ,. 

" Pf^ter^, ths SKtmctscr antigan ia datsctad using an immunoassay in wi^ioh it is iiT^nurnoiogrosisy 
fesf^sd witn one or more appropriafe antlbodios. The rssisltinQ immumiogicai corripiax is csetaGssd osif>y s:^ 
suitable radiornatfic, coioriET^etric, tiuoromotrfc or ansymS: igbeied rasgdnt in aome easas. she raagant sa a 

43 iafei^ied antibody to IH© anficsso, and in other cas©.9, the {abaiad ar^ti-aiTSiliody ss airectoo -a an ciOitssaiOO 
.^sniii-cdv wHiGh is reactive wiai ifta antlgar). ;Soch, immuncassays. ganeraiiy inoiuda toe trxmation o!' :S: 
■i.-r«ctai-«» Immiinrjicqioai oompifsk on a sOiid support sf spiT.© typo, eltJtsr ooatecr of Ufscoatsd, sor<owaa 
SfiprooHata dateotiofrorooedures. Other assays invoivs aggiuiinaiiof^ of tiis ifrsmunciogicsji oemsiOK whan, at 
iiat 008 mactar^t {such aa an sntibody) of ths compiax la attachad to iabeied or .oiaoaSed part^oiaa 0. 

m som^ typat^iajciyrnp togsther during eompisx formation. _ _ _ 

Fxsmd&s or m&M assays inciud« compstltiva immunoasaays or 8ni:yma-iin^co immunoaDsor>.o.rv 
assays ("t <«^i^at is oommoniy cafieci "SLiSA"). Suoh assays ara described gsnsraiiy m U.i:>. > aieot 
440^7^2 and' bv Schrt^esr at ^. J. Cilti. Microiiloi., 13(5), op, 330-834 lbs chlatnydias or 

nor^^ooooal antioidtes usod oan bo^fSriH-^r-or sevora! aritigens boirtg extraot^a trorn ti^o 

so organisn^s. in one osnfoodimesit., sotliaodioa srs directed to a singia antigen, suci^ as ti^a ilpDpo;y3aoe.^ar!ea 
of tiia G. traoiion^atis. in othsr smfoodiments, a mixture of difrar^nt antiijodiss is msctB^ to sevens 
antiqenaTauch 23 tlioso e;<tractad frorn sevsra! go^r^^ , _ . 

Pwafciy. extfae^ed an tine n is contacted with & poiymadc soiid support to whici^ it can oocam«;00una. 
us^^ul supodft rnatensia inciuda qiass, csilyiosic or poiymsrio basds. iiiros. ;ubss. gels, piates and omsrs 

as known iri the art. Pr^Mr^iy. the support: matedai is a ^nioroporpua metnbraoo sa dsscriOed io r^oro asts.! 
^j^iow: -IT^ia (Tiambrana can "bara". thai M or?coatad or unjraatsd with m stibstsnca (as snown m u,^. 
Fatem ^mimsi. Hovs-avar, it is prefara&iy traatad or soatsd with a sobstanca (such as a surtacsang wnico 
' may pnhaocs as^ay perfofmanc®. 
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in gmbodlrtisnts. iM solid supports hav§. a mmptm of potfeSy charged groups Jie 

surface iHereof- Thess posit^veiy charged groups produce a pssitiv© surtacs eharg^^ontna sapppn, tf»v ss, 

;.i;Vf'nid =n ^ontsct with ^ Anv posJivaiy c{.arg$^3 chemfesS radical whieb producas the deslr^a ^ets 
s potentig! en the support usefej in th© practice of tHiS invention. ^ 

s;^ „xa!u«^ the momrt can bs constructed o? any nsmm or syntne«83 peiyrnenc n>iasf.«. -^v-W *J>v<A.to 

5ye.t.i poiya^yB.. poly.^hylen.lmir^s, pofycarbo«.fes, ^Huteio «ais. mmm P^mm- 
P«red fron^ sthyisnfcafiv unsaturatsd vinyl sTscooiTisr^ and omsfs kfiow«, in *3 .T.«ysng 
to GJiargad gfoiips. esneraiiy. trte catlonic groups ars quaternary a«imooi«n wte, «ia««nary JJ^I?^^!^. 
saitsT quirr^a^/ suifcnmm saits:, quaternary pyridinium sails. quat#rnary pynrT?idr>ium sasSs or qoa.srn«rv 

Us8ful poivn>.eric soiid supports include microporous m«nibfanss: mar^ufastumd sna &oid by . a.. Gvfp. 
a- P6<^dvn«TJ^ c^r SicdvneTU B msmisrsnes. tliese supports compriss s nylon msmfcra;Te eostsa w^i^ a 
;s poiye^er' Which ba3 q^kamary ammonium groups, in. the jjor^s- Stter useful .ypports inofude ppiymenc 
:Ti:^mhranes coated wHh surtactan^^ _ ^ . 

■ contrast to 8^6 embodi^T^snt^ dW©*^ abovs whersin ^he antigen is bound to IhS sol^c support pnor 
to >..;n;noiosicai .^ac^oo. the assay of tM« invention can also carnsd ^^^V ^^'^^^^^^^^^ 
nomplsx sin^uitaneousiy with or prior to aft^hmsnt to tha solid support in oth^r ot, m um^^^^ ^> ^ 
3S formed in solution foiiowsd fey contact with me soi^^ ^ , h.^. 

'tv,^ ^tuencrt descfib<sd hersin cao: bs used In combinstion wilh other eqtiipfTisn^ <:bortfe:», iss^; ^moss. 
- o; cup.) in order carry put m assay. Aftam^v^ly .nd -pre^erabi,. ti.e^ st^pporl i. a 



microporous n.srnbran^ which is fitted Into a disposaisis tsst d^^lcs <n tho assay De^oarnea po* 
and fluids accQffimodated. Usefiii configuraiions of test devtoss aPS known ift tss art mcmm^f^- 
Patents 3,825,410, 3sS8S,829, 3,m4a9 and 4,446232; Parttcpiarfy useful devices af« ds^sjfiteed in bP-A<- 
see S5S and HPnA-0 308 531 > ., . . ^ < ■■ 

Aimo^ immadiateiy .pon contact of fhs antlgsn witn tiis 
^upoort sf d.-^sirad, anv unbojjnd antigen may be romoved from tiio support by washirtg wstn any su!vai...« 
wash SDiutioa A partScuiarly ussfu! msh solution contains a caOonic surfactant. A reprssentativ« soiution ?s 
shown beiow with respect to tssexafTipiss. ■ ... _v 

WSihin ro fT^inntss, and prefsrsisiy within 1 to S minutes, of tits contact the bound anfiQsn contsetaq 
vrtfi rbismydiai of .jonceoccai antibodv so as to for.T, an ims-nunologicai complsx on ti'iS suppsrt. Htno and 
ortfoq^d rn^^^fSab^an be removed cji^okiy at the sam© tinie. if ths assay is carrisd OiA Mng a disposabie 
tesi dsvica. ths support can be a rnic:-oporous mambrarje through whlob, fluid and unbound, matenais :n :Sbe 
soacimen are aliowsd to Sow through as tiie antigsn is bound to ths rnernbrsne. 

Th« c^SgfTwdisl or gonocoecai antifoody ean,.&® used in the imn^unoSogicai reagent compo«iEon or^b^s 
invon^on, which composition is so named bpcauss of the presanoe of an antibody wtiicii con«.oor®c. 
imm^fioiooical masisnt. Tba antibody ia prBs^nUn any suStabl^ amount headed to p^rfcmrtns assay, ay 
wSil vary c&ja&bdteg upsn the suspectsd amoimt of antigen to bs dstoctsd. Ssneraily, hewav^©r< ths antsoo^y 
15 present In an amount of at laaat 1 ug/mi. and moirs iikoiy from 2 to to iig/mi. 

Ai«o indudad in tbo readani SKjn^ssdsition of feis: invsrsSon am on« or more oonsmmunoiossca! oiockirsg 
proteins oaeti of wiifeii has a pS of fesm 4 to T. Sucii proteins ars c^jnsidsrsd "norjinyiaunoiogicsl" eacausa 
thsy do not react spseificaiiy mih a corrosponding receptor moiocule, Sucb as m anigsr^te matsnsr or 
ann^t<9r p^in Th«ss sroteins ars- "SaioGking" because tiiey block sitsa on a aoHd support which trngnt 
inters-:! with ths antibody. Siocking proteins t=sefcl in the praetios of this, include essoin, <r«sspir>, 

porcina aamma aiobaiir^ and fetal bovine ssrunt, Othsrs are known in the art. Mlxtsrss can oe, useo »t so 



th^ orois^^ins ars also defined as having api of frpni 4 to 7, Tha term pi (or isosisiytdo point) is known 
tha pi-t St ^i^ich ihero la an aqua!: number of poaitiv* and nsgativs .:cHars©s in a malgeuis m mst too 
:moi<5ouis is nautrai In charge. The pi of a pmtsin can moasursd using stanoard nmranas ans 
o^.>-dures. For sxarnpfe, it ©a fnaasyred by isoeiactrio focusing ysog an LKB Ampi-iolioo r'^^u psais ta 
Sad^n^m^. svailsbie fforn LKB-i=foduSdBr AB, Brbmma, Swedsn). pH range and standard cali- 

brators. Tiia btocking protein Is gsnsrally present In tf^s composlSon of g^ls invention in an amoont or at 
lssst 0.oa%. and mors llicsly from Q.1.tD 2%, by^^w^^^ ^ . 

A ciiticai eombohsot of tbs immynoioQicai reagent composition of this invaniicn is an ampnoseno 
'snit^r^ant orssani In an amount of at iaast D. 001%, and tSrsFSr^iy from D-CWS to 2%, by waignt 

usatui'ampbotario suriactanta are watsr^solubis or dlsporaibl^, :Gompagbra^itn^ MjnoiogtPai rsaasnta, 
u*-d ih the ;nssav ,ar^d: Wt ^-vith rsspaot ts oth«r raagents usad in tho assay, fey psno-sJon, -.ns surt.=;i.*... >s 
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hnimcBd in pssssvs and negati^/s charges. Particuiafiy useful Slasses, of minssmns mSm^, m ^ol 
1 1<5, thoss having bmm, ivaidamm, sultains Qr sIyo)>]afe greups- Tnsss hav{r*g a betssie group ar© 
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r«s-.i"««.<««v« us«fcl StiHa<rtarTt3 iRc[ud0 Mty acid b^tsdnss ;(Such 8S Tego-Setainesm tram 
Goicsckmidt Qhemlcai Corp., ScherctainsstM from Sciisr Chemical, inc., En^caiTO .37-m. arsi 

Witco ammcm Co.), ^ons chain aikyi amidoaikyi bstalnss (such as Jotmmru ircm Jordan mm^cM 
Cn . lexdnssw ftom imlm CbfemisSa! Co., MafotM from, mm Chemical §nc., LcnsainaTM C from Lon:.;3 
CheraScai Co.), suitaines (such as cocan^fdopvopyi hydroxy suiialne avajisbie. ss a aortairieTM toitv apt^san. 
Ch<»mM- Co' cascafnliopfdovi safialnss avaiisote m m tradsnam© Lescdne teoisx Giisfnies! -Oa;), 
diy^flstss {such thos« avsiiabfe from Sh8r®!< Ghamics! Cq4 S«lfQbetain©s (suGi-i ss those avaiiabis from 
Shsr^x CiietT^icai Go.?, and fatty acid Imidazoilnss (mm as thoss avaiiabfe from Sherax a;smicai Co. Ota^r 
ussfui a^T^ohoter^c surfactants IncSuds the DsrtphststM (from Heni<@! Odrp4. imidasoyoe carbOK^^iiO sacs. 
^st<<-h as me ArnPhotsraslsa from ionzs Chamipsl Go.), festaines from Hart: Procuci Gorp- {HsrsasnaTi^ 
C«.4n^ amphoteric sai^. (MiranoiTM rrom Mira«ol Chsmicar Co.), compisx carfcoxyiated raity actss quaisr- 
nsfv r^omocunds iSanacty from QspStaf City PrQckidt Co,). Lons^fisTSS C -fe s prtefsrrsd: sirsphoterte 



Many atnphotsric suriactants me^Ong th^jse requirsnisnts are known in the art. and can evaai&tsd oy 
*t.rjnte ^>0edm0mat5on- Tm:M^4 r^sout^ of MeGtito^^eon-. gmufeigers and D^t^rgsntg =:dn.c.. 
UcCutckm^ Division, Publishing. Co., Qlm Ffeok, N.J< 1968 osn M comuitad imo a numogr or umm 

tt^*:' ^mmmm can corttaio Mhdf Oiagomi eompOfisnts such as presorv^Jtsves, aniioxsoanis, uu!f8:i> af.ti 
-1}S"ers^nts. The compDsitica is qsnersiSy buffers^ tj a jOH of frorr^ 8 to 3; using any su^s buster, 

' Ghiamvdiai or gonococcaS amioody used In this assay is apscificsiiy irnmunoreactwe wstrs on* or 
more chlamvdli sr gsoococosi -strains (s^Oiisndinf upon what organism is of intsrsst), if can ae pciycsana 



or m^i^JOdorial.' II pdfM, k m axr^rcmr m^^e or prepared M wiou^aMn.ais using kr^?^^ 



t«>-hrjnyes sm>3iOvif:sQ an ar^tiqoo common to ths strain of or§ai1lsrn fo bs 
roMufi ttiSf^of can be osed,Vor exannpfe, antibody to sither tns ohiamydiaMSpopoiySaccharid® or wm^ 
mW membrans ofsfeln aosgen, or antibodies to bott^ aotiger^s can isa used in ^ha assay. Pr<5ierao^. we 
.mibodiaa am monoobn^l which .imer comm.rdajir available or pra^^^^ f If T^^^':^^!:;!^ ! 

technology. Useful f^seto for ?*apad.ng anfibodlaa: are clesoribad. for axam^ia. in fc^-A-O .S3 .3 . 

"'^^iS'^Snt. tne antibody, to tfe antigen is iaboiod for dateotlon, Uaeiui iabeis ars known in th. 
i=rt arid ioduda cr^amicai or bloiogfes! compounds vvhich srs directly dotsctabia using, supabfe prso^ur^s 

=«yi=^mer^t, as weii as compounds whieb ean i^e dsfecto<i through fcftbisr ch«iiiicaS or apecnic osnd^og 
^6on/fo oro^iOe a dataGtabie spOeias. Exaoiples of usefui iabeis inciuds rsdioteotopas. enzymes. 
;j;;rasc.nt compounds, cn^miiuminasoem oompouods, phospnomacant oart^gounds. ^^^'n ^r ita^^va^ 
f:vea; av^din or te dsrivafiva. ferritin, magneti^abte patSoiss. dy^d partidss and omars rsadiiy appas-e... 
one skiitad in tha art Radioisotopes or enzymes are prsfarrsd iabsis. Thr Saboss can 0^ u 
j^nybodiss uslrt^ known taenniquoa. Wbara tbs Isbsris not directiy oatectaOiO. ;urtnar ra«9at,f. v= 
^omoounda ^ra^^aded to render the paction orspedffe binding product d.tect.bi.. for f x-rnp^e. .^tn. 
)^^ \& bioiin. it can be r«3ctad with ayidin wf5ich is conjug,gted v^ith an sn^ym© to prnvsca .a_ o«t%=^-aaMv 
spao'^s^s-- Where th« iaisei is an: Onavmo, , such as glucose oxidase; ur.sass. peroxidasa. aiksune pnospnatsa« 
and ctiisrs, aubstrstes and OysiD^^^^^ ^ 

In a o^rticLdany pf.farrsd en.bodim.nt: tt.o label is .p^roKida,^. and ^ |oma p^nc ^fjf ^ 
hvdroqan oaroxido and sultabia dye-forn^ing roagsnt^ am added to pm^Kte a d»b.^ uya. Fo^ «xamp!.. 
u^ef'" Vv^^fovidJng: rsaosnts incfode ^euco dyas, sucn as triaryiin^idazola ieuco dyes ias doscr^baa m U.c=. 
^ter^ta 4,aB9,-47. or o^ar eornpout.ds which raaot to pn^vide a dya in m pr^asnco, percxidase aoo 
nydro«ao paro^idd (inat is, ecmpourffls wiiich react to provide a dys opttn catafvtic ^on^ pero^o^y 
' \m Draf^srrsd amoodimont, ths ohiarr^ydiai or gonopocoai antibody ia not laboioa;. ano Gataa.oo o. 
^^ntsfenrsv-antinen coropisx formM and boond to the support Is ascornpiishad using a second antioody 
(d^^cdbfid oeiow) ^hich i§ spacific to 0^ uniabaied antibody and ta appropriately labossd. 

Ono« the bound antigen hsa boon cor^tactod with the chlamydial or gonococcal aotioocy.^ a jjounc. 
Imo^unoSOgicai complex .a formsd oo fh^ support. To hasten tha forn^ation of this ccmpx. tne anaoo..y an<. 
»n am gonarsily incubatod at atan^peraturo of from tS to 30 C for up to ^-f!:- 
ine<ktion is carried oui st Iron. 18 to 25' C (that is, room tamporatum 5Qr^ = to o sisinu.^^. nso*«. : ...^ 
incubation cond!tian« .ars in Sharp contrast to tbs 30 fninutas at 37 C daaorlbsd as necosssfy .ror 
j^dsofoHonof shlSiT-vdiai antiaan td bsrsoppportain U,^^ , _ 

^ fr iths Inoybatlon and withsn to minutes of ths antibody-antigen cch« unoon^plexoo raatooass are 
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ssGsratsd. tkm ths bound cormtex, ususiiy Sty wgshing ons at- mars times wsth s fcafferec wfssit soluteon, 

■ i^^ tha smbosi^msnt ximmeci ^ova whsrs thg chlamydM or gonococcal amsbody js lab^fed, the assay 
prccscJufs after washlnq is So dstsot ?jis iabsi dirsctfy or indirsctly after addition of ^)f^vpd^ resQmnvs. 
TJ^i^ is rionf mi^tivsiy'qaiGklv aftsr wssiting ti^© bouad cempisx, that is gerssraify wlthi^i 10 minutes, snd 
pr©f©rab!y within: 1 ts's rnlr.utes. If desires, iabe,* dMsctfon cao hastensd wsti^ iocwbagon if tlis rsagents 
wanint it Tlis iabsi mm dstected using stsndard ssjuSpineilt 8nd;pmdeQur©s. 

in « orsf8rred emba^JiiTisnt ths ehlaroydsai of gGnococcsr$nfibody is unratteisd. and aftsr wsstting sns 
bound. crtmois>f. It ss co;>^afit«d with an antibody dimctsd to the unlabefed sntsbody, Thit sscoRd snscody . 
Ithat is, an' anti-antibody) is ^propH^iy iateeltd *th any cf tbs iaM^ dsscnp^d sbQvo,_and oaa bo 
;c suosiied in tr^8 rsacs^ot compositiSn of mvsntiortH^ving ths componsms d«sc?*bsu hsrsti^. Jm anaiDOdy 
.^Vbe «?R9rtfend or pclycbRai and sithsf oufcbasad sr prsparsd using known tecftniqiies. in s eniamyota! 
^ay. til^ snti-^Sbcdy is prsfsrably a ^ofyciooaUntibcdy wiiicb is rssctivs with eitb^ of ;li© iipo|>Qfysac- 
chsride or major outer merrs'Drane protein antibodies^ 

After this contact, tlis rssultfng i&bei&d sntigsn-antsbedy-antlbody comptex wbsch is foouns to tna 
suoport is incucatsd for up to 10 mirtutss st a tsrnpefsture fram IS te 30 ° G, snd prefarabiy tor t to 5 
Wnutes 3t fr<5Ri ISto as' e. , 

Seoarstion of uneompiexsd materials from tins isotind feiseSed sGmpisx is then aesompifsnec gsneratsy 
by turtber wsshing using a suitabie wash solution, and suitsbie emyme subsiratss or other needed reagsnts 
a^'addsd tb-prqyJd^ s dstsctabi© so8c<:S«. The bound iabtsied antigen-ai^tibody-labeied sntioedy sor:piax is- 
23 fen/dstected 0*1 siippert iising standard r^iamsfric, colorlmethc, fiwtmsmi or other dstsc^on 
tsdhnicSues- 

. A preferred method for ths d^tefminstion of chlamydial or gonococcaS organtems oonrphsss: 

A. c-ontaciiiig chfemvdiaJ or gsnoebccai antigen S5<trsct8d from a sgscinign suspocssd of cQntaioing 
ciiiamydfei or gon.>20CGai organisms. r^speetiv<siy> y^ith a potymsdc soiid support so as to bind tbe anSgsn 
?g tc- the soiid supoort, 

B wsmin 10 ^rinutes of Ihs Gontsct. contacting tiiss bound antigen with Jhs immunolcgical rssgsnt 
composition " of ^Is irsvargon con^prislng an URiabeied chSamydiai or gondcoocs! antibody, a backing 
protein and an smpbdtsdc surfactant as dsscdbed above, so as to form an !minunoio§icai corhplex bouno 

to tha support, , ^ -.i. ...^ 

50 C. within 10 !Y;lnutes of ths ^fitibcdy-sntigen cpntsot, saosratfno Linoomossxsd n^atenaife >.oro ft=e 



bound immonoiogieai complex, . 

D. ccntactJRQ tbs bdsind corhpisx vrffh tha iirsmursoibgicsi reagsnt composition of snss invsntion 
,-o>-nnrt?;no a iab^isd antibcdv to ths uniabsied antibody, a bfocking protoin and an ampiisteric surfacant ss 
dsschbed^vfs, so as to fom a iabefed anabody^antitoodyaniigan compisx bound to tbs support. 

E, within lo wihotes-bf the sontact id ttep D, separating uncompteKSd matsriaSs from tiie E>QyrtQ; 



E. within 10 wihtrf03 'Of the 

ii^eied complex, snd , . , 

F< desermining sl^a prasarioe of ths lafoeisd oomplex on tha support as a msasurs of ?r& amount of 
cs^iarnydisi or gonar^ccarof-ganis^ 

The foiscwino sxBmDios are provtdsd io iibstrate, iDut not limit the scop^ pf, ths present tnvsntjOii. 
The moiise''fironocisnai antitacdv to tho cbiamydlai iipopoiysacch^ds: antigsn was pr©pars5d: using 
standard hybddoma tschnoiogy and mouss caS! line and stored In a sotg««n bf piraspHsts bo«ar§d ssiino 
(»H 7,4> containing Q.Oi% <by weight) asds. 

Ths; iabsisd poiycipnai anttbody used was a goal snti-mous© IgS ahtilsody Osniugated to horseraaisn 
r^mxirtase. This ccniuqals was diitited to 1:2000 in a phospi^ais feufferad ssiine solotscn contsintng Q.5% 
m. weight casein 8hd^.a.ai% {by wsiaht) LongaineTy C aoiphofedc surfactsm, and iiitered throuah a 0.22 
umetarliiBsr to ofetain 3 working soiuion. 

An aniigen oxiTaction soiuiion was proparsb frcsfTS iho tcliowtng co;riponsnts:: sodfem aside (25 nig in &5 
iT.W ssjdisifn chbriSe as mi of a 1.S moiar solution disuisd jo 25 mi). <iitr;;aibrsitoiT®ducing agent {29 wgin 
25'rnf). «thanpbmino fg^aSmt of a 10% solotion diintsd so S5 mi), athyionsdianiinetetraacstic acid (0.2S g in 
,25 mIY and sodium hydroxlds (0.1 moiar, pH adiustsd to 12.o), To IS n^i of tiiis sdlution «as added 375 ui 
of a tG% coy wsigbty soiutior. of Emcoiai CC---36 cationle Surfact5.nt (quaternary ammonium ohiofidss of 
:p^3iypropaxy*t-aminss) In 



ss Exafnpia 1: immt^oi ogioai rjgagsrit Gon-iposition UsefeS the p^efmination of dhlsmydiaj Organiarng 

The ih^munoioqlgai raagent cosTiposltipn ussd in th© assay was prspsmd by adding a sarnpis 
8» snifbody sciutlWi describsd stgrnM a phosphate feuffsrsd sailns ssiijtion,(dilu§iig imOi cofttairsing 
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m,H wsight %) as a nofiimmunoiogfcaf 1>S<ac5dng pro« aftd LotesirseT^? O'smpiiatsfic surfactant 
48.01 wsSght %).::th?n fiiiered mroiiSh a Q.2S ^ime^er Msr m o^Jtain a cowpesftio^ foruss In an assay for C. 

Exampia 25. Dstarrninailon of Chjamydia trachomatis UftopgiygaGcharjde ^^gg>o. 

This SKatnc!© demofistrates Sis prasifcs of ths prsssot invsmisn: usirjg feM smibedisS: one dirsekd 
agslnst the iipopoiysacch^fias G. trachomatis &mgm, and tfie second mm snd difsctsd to ths 

chiamydM antibody. 

B5g 3S!say was carried out In a disp0«2<>te test dsvics. it cpfjtsirijad ^ misreporaus memte-arss nav?ng 
auaternary ammonium groups on the surface (c6mm$rCiW svsiiabte as ^ m BicdyneTK4 8 !nembrane, 
Pan Cd^p'). Prior to use,^ the merpbrans was trestsd -WJth ZoftylT^ FSN (a noniqnic Rumfiatsd stirfactent 

availsbie from BuPont). -> . 

mmm&3l riOQpolysaccJ^artde antig^o was extTaeted from sismsotary foody -pfofesn (obtasneo rrsm 
Professor W. J. Mewftaf! of fedfaria University) at sbcut 2Q C for about S irishutss osiRQ m.sxtracfeoo 
■cnj^poSftion described a&sve. Citrats (100 U liter of a 0.7 molar soWion) was thert acidecS to, fewer 8ie ?jH to 
sirni l'B, fofiowed bv addition of a commefciai protease: (fer example, profeas® P0652 cstaiaed from 
Siqr^a CHorr.icad, 400 "jii ot s 2ni§/mi ohosphata feuffsred ssissie solution), extraction, wss contin usd for 
■as^thsr 5 mimstes at sfaout 20'i3. aiter which iiydrogen psroxide and sodium hydrcwirie (pH abcva iO), w&fs 
addsd fo remove s^dogenou^ cat3isse< psroxidass and mysteperoxidass. 

the trusted spscirren was ihers fHiersd throygh a S mScrometer membrafiS to fSfSvovo ii.=^wsfned mMsr. 
rm^ fi{tsrsd extract ST2Q ix!) was: added to a test y^iJ of the deposable test device. Speoimad fluid was 
>'i5nwsd fe> fiow throuGh ths mambrana upor? contact. Within a few sssorids. ail fsusd hsd drsfned through ^ne 
Q^brarre ^d ths-monocionai anti&dy soiutlen dsscnfeed abova was added to me tsstweii ar^d allowed to 

^^Th^ .Timcnosooieal campisx bound to tha membrane wasv^aahed tsrfc^ vvith awash sciotion fi 80 Mi) 
cc^italninq grriaotTaeC-S ,c«Sonic,sudactant (S.7S wei^ in, phosphsta buffsfSd saiine solution {f^^r.^,. 

^mmsdistelv &ftdr the second wash, the pradase-labeted poiyclonaJ antibody soititton fiau ui) 
•de^cribod abov^ y^as added to the test ^sil. and ths fluid allowed to drain througtt immediatsty. ificuPatJon 
at about 20' G v«as carriad out again for about S minutss to form an antigsn-anl^boaylabsied antibody 

Altor washtn;? twice wUh ti^e ^ash solution (180 yi) described abov^. a.dye.pi«vitimg cernposiuori 0^ 
Ui> ws^s sddad to tiie test weii. This camoositlon ineiuded hydrogen p®m>dd® {TO mrnoisr),,, 2'<4-hydfwy'r 
msti^^>^yohenyb-4.5-bis-f4-m8th6xvphsnvi)irnida2c5le ieuco dye (O.DOS weight %:i, poiyCvinyl) pyrroiid<>os)C1 
wem %>. 4'-'iWdro3<yacetsniM9 {S mmoiar) and dtetfeyier^s tdaminepsntascaiie acid (10 mmoiar}. 

After about 5 minutes at todrrs terriperatur®, & m& dy? v^as obssfs-ed in tfre test wm imic&ang 
prssenc^ ef chiamyalai antiger^ cbtaibed fwrn tl^ spscimsn. The ©ntirei a?s^: after ©>ctractton or ::aobgsn 
wss p®!*?rm«d io less than SO mi«ut^s. 

Sample 3: Asaay fer LPS Antigen; Using Stabilized Oithidthrs itoi ffd gj^SSS 



This axa^^cie Illustrates ths practice ef the pm^r^t; IfweotSop for ths dstermirsaSson of the iipopplyaac- 
eharide sntigan af chtamydia! orggnferos using the Immunologioal r^ageJ ccrnp^itibn ^ invemjj, 
Ar.id-ckTy oroteass: {avaiiafcis from B^simm KodaS< Qompmh and d«hiO%eitof stao«=2ec3 >3>' pyiy- 



gShia^n specl^sns ^re obtained front ferr.a5e patients osing ^ndoo^rvlcal swabs. The spedmans 
contained considerably whole blood or rnocous or boSi. and hm Mm tested for me prssencs: of u^, 
tracfwmatts Li,sing standard puitare; teohntques. 



^gtenais Used: 

An-sxtracden d..vlce like tftat descnbsd in U.S. Pal*nt ,4J40.6t4 wsa prepared having, sspa^^ dn^ 
coatings of: ft^ trismydroxv^r^emyDsmiriomethane tjulfer (from mm of s i.6S motar soiutlon, pM 1 -n^^n 
thsm^fsasi preservative ^.Q1 weigfrt %)= and (2) a misturs of dithiothraitdt {Q.188 n^olar) from a 
«<-i'«t!Pr. o'jraing a-(N-merpholinotethan®siiiforiic acid buffer {10 mrnotar, pH 6.5). sopium a^ide (t.o4 
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^"^^Ar^^^ soiiition was ompsBd having AmIdeckTW prcteass (* mg/n^S. 17?> unite/mg), 2-{N-mor. 
omino^sthsnesuifonte acid te^r (10 mmolar. pH gj,/ sodium chioncta; (50 m molar),, caidurn cfeonas t^, 

A hvdroaen psroxids sDiuiion was prepamd csntalning 12% (by wesgMj nyoragen p^rcxids,, 

^ojari B^com CC-S ealionic Siffadant (0.75 s^-eight %) and pressp/ative (0.01 weignt %). 

A^ Cciitrof 5rom«noiGgfeai resgsni eomposSion mm0^d m^-c^emm l^nam'm:&ftm^ f im^. 
easelJi (0.5 ^^f^lght iofssainet!^ C ampHoterite su^acfent |O.Di weight %), prsssfva^ys <0,P1 wsifm 
shosprtst® buffemd sSiine SGiuilon (pH 7.2). ^ „ . 

■ iVn immuficicajcai r«aQent rcomdosftloo was pmpsred containing monocionas mtJboaiss to 
!iponoiysscciiands"anti^en (4 li^ni) supplied in: phosphate buffered saiine solution fpH 7.2) eontsialfig 
^f^-^m LonsalneTW C anwhoteric surfactsnt and prsssjvatlva as noted abovs in Conlroi composttsofi.. 

Goat an«-mous6 IgG snrlbodtes coniLisatsd to .horssradish psroxidass {canjuQafe svajiafei® from 8iO- 
Rad) n-tOS dSution} were suoofied in phosphMs buffered saline soiution (pH 7.2) containing casem, 
Lonsaif^©^^ aropjiQtgric surfacterrj and prssswalivs as nofed aisovs m wsii as 4 -hyisVoxvacstansfids OO 

" "a iucD dve c&moosiUon contslnsd 2.(4-hydroxy-3-m9th<>sypiisnylHJ-bfef4-m8thoxyphen^ 

- - - ■ ' — ' ' ■-'^'nytmMone) it vteim %}. sodium phosphst® puffer (pH o.8, 

dd MS amoiari. 4 -hydroxyacsfeniitds (2 ThmGrar) and nvdrogen 



.Assay; 

me assay was parfermsd as fotev^s for eaci> of the aighfesr- spsciniens obtainsd using a separate t®st 
'.fevics fdf: saeh spscinrisfe Th6 prsfeas© solutipn {abotJt 280 .ul) was added to the sxtraction devso© ana a 
oafiem swab vvss" piacsd tfismin. rotated for S-10 sseofids, fofiowsd fay Incubstion for 3 minutss at roc-trj 



tearsperaiura ahst is. 18-22 C). , .,. 

The smssmn somm {about MQ m ^ss then added to the device containing tii^s s^^vae wnsciv was 
m«n rctatsd for ^npe^sf 5^10 ssconds ?6iiC'/*8d by mpubsilotrat room tsrnperaiurs for 3 mifiufes. 
" The hvdropen osrcxide solution was added to iJis dsvics and fe® sarne prpcsdHfe was repested. ^ 

The fssultina soiyticn in the sxtractiofs devios wiss then rernovpd frpm d^vics issir^g a p.p©ae. 
prefiltsrsd atld ^i^rtsferrsd to eadi. of a disposabls test device, adding aboist 160 ui ?o eadrvyeiL Oss 

#1.) of sash tssf device, was :Cfins5d8r3d a Cotwoi wsli whfia two otbsra {#2 and -§^3). wsrs considered 
i«s1 weils. Ths vent in ths deylcs svas apeasd aifowlng dnair^sgs of a!i fiuidg. EacH wsi! was tnon wasned 
vviy^ ths wssii SQluiiGn described abovs (1 60 ill) i^vith d^-airiage. 

Tf^-& Contrdi an-tibodv .soiution (^out .80 ui) was ad-:l«,d to wsif #1 wiiils tha {ipopoiyssccharida ansooav 
spkiSp« {about sa ui) was addseS to safch of ^-sSis #2 and #3 without dmkmm- IneubatiGrt at roorn 
mmoBt^tS 'NSScmm'tmtlor Z amutes. . . ^ 

Affsr drainage, tb© wash step was rep^^atsd, and fee peroxicass -iabsisd anti-antibody soiLitson (aoDyi csO 
Hi) was added to ail weilS ^o^mmm, Mlo-m^ itsy Ineubatipn at room tsmpermure for 5 msfvifes, 

Foi!c!wirn3 draJRaqs. and another wash step, the isucQ: dys campdsitlon v^/as addad to sach weii.>vsmout 
drainsaa. After irtcui^ation at roofn tsmparaturs for S msnutss. dye formatSors was stopped by tha addifidrs of 
0 Q1%" sodium ^saida smMm {asouf 120 u-i) to each wsii snd drainage. The dys forrneb on ti-i« membrane 
'-.f «=>eh well wss cijsstvad vlsuaiiv and Jis^adsd {Q ts fO. with q rngtm^m r^o coicr). The rasulis: are 
o^ovided in ins ?ollo«;ir5.3 Tabis i svhich, eomparss Ifcs .sssay rssuits to thoss. found vvith.tn^ starjdsfd (Juiturs 
kiMmm- It csn bs S8^s?i that ths sssay was higf^ly aixiurate, detsrrnin^ni ai! n^gstsv^ sped^ws; and 63^ 
of th« posjtivss spedmsns. 
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: 4: Assay fer Oj^myglaJ ££^£il^ 

• Tftis €«.a=npie Ml=i3tr^es an assay for C. tradiomatij using a iabsfed c^iamydial gmibosJy^ aod 
1mn.:u«0jagicas: reagent composition of this: i^weotloa. I^o different anybodies mr^^Jm t^ m^ 
membrane protein (MGiviF) wsm oaniugated to hcrssradisft peroxidase oy a kt^owh metnoc Oo^^-^j -i- 
J.. Biocftem.,. 101, 395, 197S), Tte conjugate -^.^fe kept in phos^pmte busterea saisna so.uaon vP-^ 

t^o^r-H: ^om .lamen^rv- bodl.. were obN.ad from Professor W, J. Ne^hai! of in..ana un...r..tv 
CN*r.vc=^l P^OMP as^tiaert vvsg sKteotsd for S minutes at room ten^psmtum: to {X^par* 60>uvion^ l>> 
extracted antigen teving afitisenfjhai CDO^^ . .^p* 

Hvdrogsn psro:4de >; t .S mi of S% sofuiioo^ v«» added to «acb antigen exiract SQiufeoo. mix«g m^.. 

''"^'JSS'S'uS^^S ma. added d^.po...i^ de.ic.. .c.«a Siodynar. .y^on 
rnicromo^^mm^^Bm-^^^ ^ad been pr^aoatsd with lo^m fm ^.rfeotant ^9«0S%, by weight), ana 

^''^'Sl^SS£3i«i®d mm0m& (eoniugatss 1 &id 2) were sdded in esthor of Mo in^o^unoioaSc^S! 



follows: cDmpositfon 1 contained t .25% (by ^aighf) ms^ ^ Jf2S% m f^^^^f^r^^ 

''^"S SS^S wSlin washed tv^oa a bu^.^ -^Ine soi,..lo.XieoM containing 

ariGom^ CC-8 sjs&rac s^irfsKtant {Q.75 W8!g|-tt% ^ , ,„^,„., 

LsuCG m solution. (1,20 Ui) was addsd to m isst dovicss, incubation foUowso lor w mmus^^ *i 

teiTsosralvjre and ths dye dsnsUy was thm d 

A Controi soiufen cootalrang r^o aniigsn was ssmiiarly tested ts inajcat® eacKsmund Uansiiy. ^ ^ 

th$ rssufts sr^ 5iiown in Tsbfs SS b«ia« as the dffferenoa in transmission dsttssty (i^t^Tj oetw^^n; um xm. 

ssiations and ths Comfoi solugon. 
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1. M immunobgica! rssgem composition useful ix^r the d^errr^k^alfen of a snfsoiydtei or gonocaceai 
antigsn compmJog a« antibody to a chlamy^iis! or gcfiocoGcai antigen, or an snfcbOd^^ to tas cniarnya<.i ^> 

chistsrissd f.jrthsr comprising a nommmmoio^cal oiockinQ DroteStt having a pi from 4 
so 7 and an amohotsric siirfactanl present in an smqunt of at least 0-001 weigSit %. 

2. The oompoman as daSmsd In claim t «fi«iein. .tns>.«ppN^r}c.««<«st9nf.|s prgssot in &n amoumof 

•frotti aQ06 to 2 weight , , . . . , 

3. Th® composition as elainie^iS in sithgr of cialms t s^nd 2 whsrsin tho sijrtactant nas & bsmm. 

iraidazQm&6r mmm <^mP- . ... ,= , 

4 Tl>e composition as cMm«d So dsim 3 whersi<7 t^-® surfactant is a long cm^ mrm^^ 



^''^^'ths csi^posiuon arciaimed sfi any of oiaims t 4 wJier^inli^e protab is cassin, .r-cssein, pofcina 
gamrBa aiobulSn or tetai bovine ssrum- 

6. A~i-nsthod for Ihs datern^snatfon of a clilamycjiai or gonococcsl antigsn compnmos: ^ 
A r<->ntaG?na csiiHmvdiai or aonccQccai artlijSR SKtracted frosrs a spscimen $uspgcfso or coraaj-ning 
cftsarnydfei or gosweoccsi organisms, nsspaetivsiy, witii: an Irnrnunclogical rsaQent compositton as cisimsd. 
irs anv el cSsirns 1 to 5, 

sc as to ferfn an smniunoiogicai cOinpieK of the antigen and antibody, 

B Oder to, stmultansousSy witii or subSKjaerit to the compSax termation, tnsoiuDstfZing eitJisr or ootn 
.7f the anggsn or antibosSv on s solid gyfSpOFt so aa to form a i3©«nd imniinQlociicsl compis^.. 

GrijoaiatSng uncosr-ple>;3d snstsd^^^^ 

D. dstarmJhing the ptsser-es of tile bdund compfey. as an ihdicstion of the amount of cniamydfai or 
gonococcal ofoanisms in tf^s scecfrnsr!. 

7 The rnmoc SS cSaimsd is cissm 6 wherain tns chiamyciiai or gonocoecai sotifciody is iabaieo. 
8. Tho cnothod SS cl3irT>sd in daisrt 7 ^Mrm the arrtibody is iabeSed wm m snzyma. 
a Tha msthecj as ciaimsd ciajfD 6 wherein chlamydia! or gonccoccarantiiKsdy iS !jnisbei6a,. anu 
jhs bound, untstoslsa antjtjoav-antigs'n compiex is taacted witi-s a iabeieti anti-antibody. 

10, Th« msthod as cfaiffisd in aiy of ciaims 8 to $ for tho detarcnSnstion of a chSamydfsl antigen, 
i t A rr^ethad icr Wto defemsinaSion o? chiaTiydsai organisn^S eompnstng; 

A cnntsf^tina chiamvdiai sntigsn sjctrscted irom a spacirj^sn suspactsd of contais->ing ci^iamyat;^ 
ofoanJs!T5S. w5th a soJvmarie soiid suposrt so as i;o b?nd ti^s anligen to tha solid support, 

' B- within 10 minutss of the contact, separating fhs spedman frortj the feound antigen and contsclsr^f 
il-^a bound antigBn wife an ijnmunoiogicaS raa§«nt as ciairngd In any of elEims 1 toS. 
so as to form ars Jmmartofcafcai: compSex beuod to the support, 

C, within 10 rnsnutas ot the antfeody-antigan contact, separating uncompiexad maisrsais srom th« 
ijound imreanoiogicai cornpiax, ^_ , , 

D. GOiitacing tb© fexsxl compisx «Uh an imm^iciogM rsagersl coinposuioi's aa ofiirnsd sn «ny o< 

CiajfnsltoS, 

so as to form a isbsisd anti&ody-antibcdy-sntsssn compiex boona to support 

E- within 10 r^inutos of tha cor^tact In step D, ^^xsSm uficomplexed matPfials from shs Pouno 

iabsfed comota5<,:and • , , 

F. dotafTninirig tha prs-^isnea ot tiis isbs|s?d oomplex on ths support as a msasdr^ of smoum or 
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chlamydial crmmr\n lt\ m $pec«T?en, . ^ 

12, ths method oialm^d In a^y of cia^ms 6 to 11 earned om with ifiicroporows msmbfan^ m 

disposable test davfc^. 
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